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KPATKA XAPAKTEPHCTHKA HA IIPOOYKTA
RAPIDOL

THPT'OBCKO UME HA JIEKAPCTBEHHWA NPOAYKT
RAPIDOL

KOJMYECTBEH 1 KAUECTBEH CHCTAB
JlexapcTBEeHO BelecTBO B efHa TablleTka AHCHeprapama ce B ycTaTa
Rapidol 500 mg: Paracetamol 500 mg.

JEKAPCTBEHA ®OPMA
Tabnerra AHCIEpTHpaIa e B ycrara

KJIMHAYHA JAHHI

IToxka3zanas

IIpemopraBa ce 3a neyeHue Ha crnaba A0 YMepeHO H3paszeHa Gojika
(rmasobonxe, 3500001, MycKyiHa 60nKa) MM IIOBHIIEHA TeMIEepaTypa.

Jo3upoBpKa 1 HA9WH HA yHnorpela

Ilpuema ce mepopaiHo.

Tabnerxara Tpabsa fma ce cmyde, 6e3 ga ce ApBYe. 1 MOXKe CBIUO Ja ce

PpasTBOp¥ /HUCIIEpPTHpPa/ B IIONIOBKH YaIla BOJA.

Tabnerkara € IpeAHA3HAYEHA 38 BB3PAaCTHA U Jela Texamy Hax 27 xg /oT

8 roguHY Harope/.

Ilps BE3pacTHM H Aela, duero Ternmo e mosede oT 50 kg /okomo 15

TOAMINHHE IOHOIIN/, TPellOpEYBAHATA K032 € 3 g JNHEBHO, OTroBapsine Ha 6

TabneTku aHeBHO. Obryaiinara mo3a e 1 Tabmerxa ot 500 mg, x0ATO MOKE

Jla c& TOBTOpH Hali-mManko ciex 4 daca. B cioydam Ha cunHa O0IKa MIH

Tpecka, ce mpemoppusar 2 Tabnetin or 500 mg npes WHTEpBAl OT HaH-

MaJKo 4 yaca.

JTa He ce npepumaiar 6 TabneTky oT 500 mg AHEBHO 3a MepHOJ, OT 24 gaca.

Tlpu fela e 3ambIOKHTENHO Onpee/sIHeTo Ha fo3aTa fa cTasa Ha OasaTa Ha

TENeCHOTO Terno. 3a uAdopMalMd ca HaneHH JO3HTE IO TONHHH BBB

BpBE3ka C npubnusmTenHoTo Terno. IIpemopsuBaHara xgosa e 60

mg/Kg/AHeBNO, IpHeMana Ha 4 wid 6 yaca XHEBHO, T.. 15 mg/kg Ha BCEKM

6 gaca mnn 10 mg/kg Ha Beeku 4 vaca.

- 3a nema, xouto Texar mexay 27 u 40 kg /mpuCausurento 8 mo 13
roauny/, ce IperopryBa enHa Tabnerka, KoATO ce NOBTaps ciex 6 gaca
KaTo He TpAOBA Aa ce MpueMar Mopede oT 4 TabieTKy NHEBHO.

- 3a gema ¢ terno Mexay 41 u 50 kg /mpubmvsurento mexny 12 u 15
rogury/ ce mpugara 1 tabmerka mpes Haif-mankxo 4 waca, 0e3 ja ce
[peBHInaBat 6 TabIeTKH AHEBHO.
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O0moTo KOMAYECTRBO ITapalieraMoln He Tpgbsa na mpesninasa 80 mg/kg 3a
Jena ¢ terno rmox 37 kg B 3 g AHeBHO 32 BE3PACTHH K Aelia ¢ Tero Hafp 38
kg.

Yecmoma Ha npuioienue

CHcTeMHOTO DpUMIIOXKEHHe TpsabBa Ha IpefoTBpaTiABa MOABATA Ha OONKa
VI NIOBHIIABAHE Ha TeMIlepaTypara:

Ilpyn gmema IPHIOKEHAETO TpAOBa Ja © DaBHOMEPHO paslpefeneHo,
-BKJIFOUBAINO K HOMHKWTE YacoBe, 3a IpeAmoduTaHe Ipes 6 TacoBH
WHTEPBal, HO He IIO-YECTo OT 4 Jaca.

bvbpeuna nedocmamvunocm

Tlpu cmygan Ha Texxa O6B6pedHa HejOCTAaTHIHOCT /KPEaTHHHHOB KIHPBHC
oz 10 ml/min/ MEHHMAaTHYTE UHTEPBAIE MEXIY JiBe B3UMaHHUs He TpiOBa
Iia ca Io-ManK# oT § Jaca.

HpoTuBonoKkasaHus

Rapidol me ce nipunara npu:

® CBPBXYYBCIBHTENHOCT KbM @apameTaMol M/HIH KbM HEKoe OT
TOMOIIHWTE BEIECTBA Ha NPOXYKTa;

* dYepHOZPOOHA HEAOCTATHIHOCT;

¢ (heHuNKeTORYpHS /TOPAH CHABPKAILFI C& B IPOLYKTA acliapTam/.

CrenuajHy NPOTHBONOKAZAHHS H CIeNdAJHY NpeXyNpeRaends npH
yrorpeoa

3a ma ce TpemoTBpaTH pHCKET OT IIpeflo3hpaHe C IIapalleTamol €
Heo0x0MMO A2 Ce NpOoBepsABa 33 CHABDKAHHE Ha IapaneraMol B ApYrd
eTHOBpEMEHHO IIPHEMAHH IeKapCTBEHU NPOXYKTH.

TIpu pema, nexkyBard ¢ 60 mg/kg/mHEeBHO IapamneramMol, KoMOHHAIMATA C
ApYT aHTHNAPETHK HE Ce IIPenopLaBa, OCBEH KOraTo € HEe(eKTHBEH.

AKO HezaBuCHMO OT jledenHero Oolxara NpoALIkaBa ITO-FBIT0 OT 5 AHH
WV BHCOKATa TeMIeparypa Ho-Asiro oT 3 JHH, HUPH HeHOCTAaTHYHA
e(MKACHOCT UK [105Ba Ha NPYTH OINaKBaHH, € HeoOX0mAMa KOHCYTAUKS
¢ Jekap.

TIpunarageTo Ha mapaneTaMol MOXKe Ja TOBIHIE HAKOM OT TECTOBETE 3a
ompelensgHe Ha THKOYHA KHCENMHA H CBINO TEcTa 3a ONpeAeldHe Ha
TIFOKO3a B KPBBTA IO TIIOK030-0KCHAASHO-TIEPOKCH AA3HILT METO/.

JlexapcTBeHH U APYTH B3aUMOJeHCTBHS
HpoaboKWTeIHOTO TNIPWIOKEHAEe Ha TPOAYKTa MOXe [da HHAyIHpa
MHKDO30MANHATE EH3AMY ¥ IO TO3M HA4YWH [Ja HaMald €QEKTHTe Ha
PA3MYHN IJIEKAPCTBEHHW CpENCTBA, KOMTO HOMNEXKAT Ha MHTCH3WBHA
gepHOIpobHa SroTpancdopMalBsL. '
Ilpy xombuHEpane ¢ avuHO(QeHaszoH/amMupoder/ B3
hapMaxoBOTHIHWUTE e(exkT# #u Cce IOBHIOaBa T.
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Ilapameramon ycumea HeHCTBHETO HA KYMapUHOBHTE AHTHKOAlyHaHTH.
QenobapbuTan OTHAYANO MOXe Ja 3acuiy ebexTHTe Ha MapaleraMoi
sepxy ITHC, mo cmem ToBa, u§pe3 EH3UMHA HHAYKIMSA, YBEIHUaBd
MeTab0IH3APaHeTo My, [TOHIDKARA aHaITeTHIHATa My AKTHBHOCT M MOXE
A2 73aCHAM HEeropara XelarOTOKCHMEHOCT. PudaMOuuuH HaMaskisa
aHanreTAYHOTO My pAedicreme. [lapaueramon yBenwdaBa NIHA3MEHHI
HONYyXMBOT Ha XiopaM(peHHIKON H BOAM [0 YBEIMIeH pPHCK OT
MHEIOTOKCHTIHE  efextd. EapoBpeMeHHO -IpHWIOKEHWE ¢ Jpyrd
XENAaTOTOKCHYHE CPEeNCTBA TOBKINABA PHCKA OT IEPHOAPOOHO YBpeXXHaHe.

BpeMeHHOCT H KbpMeHe *

PesynraTute OT KIWHHKO-SIHAEMHONOTHYHHTE NPOYYBAHHUA H3KIIOYBAT
BCAKakBE Mandopmanui # deToToKcHIHM edexTw Ha NapaneTamona. B
TepamesTHIHH HO3% IapaleTaMoil MOXe Ha ce IpHJara IO BpeMe Ha
ngnara 6peMeHHOCT.

Vzn0n3BaHeTo Ha XIpoAyKTa e FONYCTHMO IO BpeMe Ha NaKTalns.

EdexTd BBpXY cniocoGHOCTTA 32 modupane ¥ padora ¢ MaruydHE

Hsama padEy 3a MOBImsSBaHe Ha citocoOHOCTTa 3a modupaHe u paboTa ¢
MaliuHA.

Hexelanu jJeKapcTBeHH Peakiiu

B peaxs ciydau ce HaliroAaBaT KOKHEH OOPHBH ¢ EpHTEMA HIIH YPTHKAPHUI,
KOWTO HW3MCKBAT MpeKpaTsaBaHe Ha NEUSHHAETO. MHOro pamKo MOXke fa ce
passpe TPOMOONUTONEHNS, NEBKONEeHHd, KAKTO M arpaHyionMTosa I
TaHUTONeHHA.

Hpenozupane

WnToxkcHKranuy ca wHabmomasaps y BB3pacTHE M ocofeHo y Jena
/TepaleBTHYHO TPENO3UPaHe KW II0-9ECTO CpelaH¥ HHIMACHTH IIO0
HeBHHMAaHHE/, KOMTO MoraT Aa Ospar daramys.

TIpemosupareTo ce nposBsRa ¢ rafeHe, NOBPHIIaHe, aHOPEKCHS, BIIeHOCT,
KopeMHH OONKH, ABABAIM Ce Hal-yecTO B HEDBHTe 24 9Yaca OT ImpHEMA.
MacwBHA CBpEX03a /ToBede ot 10 g mapaneramon i noeewe or 150 mg/kg

TeeCHO Teruo eIMHUWYHA A03a IpH Hela/ TpejH3BHKBA YepHOAPOGHA

IATONA3A ChC CKJIOHHOCT KBM TOTalHa M HeoOparuMma HEKpo3a, KaTo ce
TONy4aBaT XelaToNelynapHa HHCY(QHIMEHNH], MeTaboNHTHA aMAc3a M
eHrealONaTHSI, BOJEMH JO KOMa H CMBPT. YBENIMdYaBar Ce
4epHOApOOHATE TpaHCAMMHA3W, NaKTATAEXMApOTeHasuTe, OMIMpyOHHET,
HaMalgBa HpOTPOMBHHOBOTO Bpeme. Tesw Npomeny HacThmeaT 12 mo 48
gaca ciej IpuemMa.
ITvpea nomoiy
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[Tprem B GomrwIa, B3eMaHe Ha KPBHBHHE Npo6H 3a Ollpelienane IIa3MEHOTO
HHBO Ha TIapalleraMona, MEpKH 3a HaMansgeade Ha abcopbuusara u 3a
YCKOpsBaHE Ha ENUMKHHPAHETO, BEHO3HO MM IIEPOpPaJIHO BHBEXKIAHE Ha
aHTHAOTa — N-acetylcystein, ako e B3MOxHO npery 10-Tug gac oT npueMa.
CHMIITOMATHYHO JEYeHUE.

O®APMAKOJOrAYHN JAHHHA
®apMakogUHAMUYHH CBOHCTBA’
ATC xong NO2B E 01

ARanreTHk/ ARTHITMPETHK

Iapaneramon /AueramuHoer/ e 4-XHAPOKCHANETAHWIMA HEONHATEH,
HECANHIMIOE aHANTETHK M aHTHIApPeTHK. VMa ueHTpaneH u IepudepeH
aHanreTHyeH ebekT. IJopHimasa Oonkorusa mpar. Mma wmHoro cmabo
IPOTHBE3NATIHTENHO HOeHcTeae. AneraMHHOQEHET HHXHAOUpa
MpocTarjaHAuHOBaTa CHHTEeTa3a, ONOKMpa OpaJuKHHYyBCTBUTEIHUTE
perenTopy. AHTHIHPETHYHHAT e(peKT ce peamusHpa W B PE3YNTAT Ha
BB3NEHCTBHE  BBPXY  XMIOTaJaMU4HHTE  LEHTPOBE,  PETYIHMpanid
Temneparypara. Ilpennonara ce, 4e IO-CHIHO C& MHXUOHpAT eH3HMHTE B
LEHTpanHaTa HEPBHA CHCTEMa, IIOBIMSABAIH OONKAaTa M TeMIeparypara M
nmo-cnabo B Iepudepuara, ¢ Koero ce obacHgBa 10-c1aboTo

IIPOTHBOBL3ITAITUTCIIHO ,E[CﬁCTBHC.

‘DapMarOKHHETA4HH CBOHCTBa

Pezopbyusn: pe3opbInrra npe3 yerara € 65p3a 1 OejHa.

MagkcuMaiH{ IIa3MeHH KOHIEeHTpaiy ce goctarar 30 xo 60 MUHyTH cnel
TpHEMa.

Pasnpedenenue: Dbrp3o ce  paslpenens BBB  BCHUKM  THKAHH.
KonuenTpanymnTe B KpBB, CHIOHKA ¥ IutasMa ca Omus3kd. CBBp3Ba ce ©
rnasMenute nporeund B 20% mo 50%.

Memabonuzvm. TlapaneraMonET ce META00IU3UPa TIABHO B YePHHS ApOG.
TBata MeTaGONKTHT METS Ca TIIKYPO- B CyIdOKOHIOTHpaHe. [10CHe AT
€ TJIABHO IPH BUCOKM NO3H. [10-pgaKo ¢e OCBINECTBSABA KaTamH3HpaHe OT
muroxpoM P 450, npu x0eTo ce noiydyasa eIHH HHTEPMEAHEePEH PEareHT,
N-acetylbenzoquinone, Ko#To IpxH HOPMAlIHU YCIIOBIS Ha NpueM OBp30 ce
NCTOKCHKHpa 4Ype3 TAYTATHOH W €AMMHHMpA TIPE3 ypUHATA ClEf

- KOHIOTHpaHe ¢ IHCTeHH M MEpKanTaHoBa kucemruHa. O6parHo, KOraro HMa

MACHBHA MHTOKCHKAIMS, KOJIHYECTBOTO HA TO3M TOKCHYEH MeTaboiuT ce
YBEIHYIARA.

Enumunupane. IlapaneramMoll ce eNTMMHHEYPa TIaBHO ypes ypuHata. 90 % ot
ImpyeTaTa xo3a ce eNHMHEYpa Tpes OpOpenuTe B nNBpBHTE 24 Haca,
MPRAIMITEC MOF (opMara Ha TIIOKypoKoHIoraty /60
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cynoxonrorara /20 xo 30%/. Tlo-mamko oT 5% ce emAMHHHpa IIOR
HempoMeHeHa GopMa.

Hpr 1mepopamHO OpHeMaHe, CIUMMHHAOWOHHUST  IONYXHBOT €
puOIH3HTENHe 2 Jaca.

DusuonamonouiHY 6APUAYUL

B ciygau Ha Texka 650pedHa HeAOCTATHUHOCT /KPeaTHHHHOB KIUPEHC IO~
Manek 0T 10 ml/min/ enuMAEHPAHETO Ha BapalleTaMoi X MeTabOmUTHTE My
e 3a0aBeHo. ~

TIpepxnaHIaHA JAHAH 32 §e30acHOCT

Hscnempands BHPXY KUBOTHE HE [OKa3BaT TEPATOreHeH H ()eTOTOKCHYCH
e(heXT IIpH IIpHROKEHNE Ha TapaeTaMoll.

IIpu HOpMalHK JOZKWPOBKYA IIapaleraMol] MOXeE Ja ce IIpuiara 4 Io Bpeme
Ha GpeMEeHHOCTTA.

OAPMANEBTHYHA JAHHHA

CrigchK HA (IOMOIIHATE BEOIECTBA
Eudragit E 100

Fudragit NE30D

Colloidal silica

Granulated mannitol

Mannitol powder

Crospovidone

Aspartame

Blackcurrant flavouring

Magnesium stearate

OUIAKO-XUMIIHYA HECHEBMEeCTHMGCTH
He ca ussecTHu

Cpox HA rogyocT
3 rogaHY"

CrienHa/iHA YCJIOBMS Ha ChbXPaHeHHe
TIpm Temmeparypa mo 25°C.
Ja ce cpxpansBa Ha MCTO, HEZOCTHIHO 3a fenal

JanHA 32 omakoBKaTa
ITo 4 Tabretxu ot 500 mg 8 Gimcrep or PA/ Al/PVC dommo.

ITo 3 bnmcTepa B OIIaKOBKA.

IpenophKy NpH yroTpeda
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JIBKapCTBeHIfIHT ODPOAYKT Fa HC C¢ H3MOO0JI3Ba CJEH H3THHAaHE CPOKa Ha
TOEHOCT, YKAa3aH Ha OIIaKoBKATA.

UME B AJPEC HA IPHTEXATEJA HA PASPEIIEHHAETO 3A
YHOTPEBA

"Axrauc” EAJTI,

Byn. “Kesreas Mapug Jiynza”2

Codus , benrapus

Ten.(02) 9321762; 9321771

PETACTPAIIMOHEHR HOMEP B PEI'HCTBHPA IO Y28 OT
3JIAXM
Per. Ne 20010796

JATA HA ©IbBPBO PA3IPENIABAHE 3A VYIIOTPEBA HA
JEKAPCTBEHWA HNPOAYKT

- 23.07.2001 .

NATA HA (JACTHUYHA) AKTYAIIH3AUHA HA TEKCTA
Hoemepu 2006 1.




